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DETAILED ACTION 
Claim Objections 

1 . Claims 3, 4, 6, and 7 are objected to because of the following informalities: 
The claims recite the term "cavity" or "cavities," which are not defined in the 

specification. The specification on page 12 and Figure 12 describe "chambers" 204 and 
206. It is not clear as to whether the "cavities" in the claims are in reference to the 
"chambers" in the specification. The Examiner suggests amending "cavity" and 
"cavities" in the claims with "chamber(s)". Appropriate correction is required. 

2. Claims 3, 4, 6, 8, and 9 are objected to because of the following informalities: 
The claims recite a "cavity" and a "member" in a "wherein" clause. It is not clear 

as to whether the Applicant intended this limitation to be a structural limitation or a 
functional limitation. If the Applicant intended this limitation to be a structural element 
(in regard to the "cavity" and "member" elements), thus providing more patentable 
weight to an apparatus claim, then the claims should be amended to define the system 
of claim 1 further comprising the "member" element. If the Applicant intended this 
limitation to be a functional limitation, then the limitation is a matter of intended use of 
the subject matter of claim 1 , in which the prior art reference would only have to show it 
is capable of performing the function. Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an International application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1, 5, 10-12, 16, and 17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Li, US 6.350,274 B1 (hereinafter referred to as Li). 
Claims 1. 11. 16. and 17 : Li teaches a system 10 to sense the location of a distal 
portion of a member within a body (locating the implant member at the wall of the 
lumen) (see col. 1, line 60 to col. 2, line 18), the system comprising: 

an introducer portion (delivery device) 12 having a lumen and distal end 
(insertable portion) 32 adapted to be placed within a body, the distal end having an 
opening (outlet) 20 lying in a plane perpendicular to a longitudinal axis of the lumen (see 
figs. 1 and 2); 

a core pin (cylindrical rod-like member) 24 inserted in the introducer portion 12 
such that a distal end of the core pin 24 is capable of passing beyond the distal end of 
the introducer portion (see fig. 5), the core pin 24 having portion of reduced diameter 
such that a channel (not labeled, see fig. 5) is formed between an inner wall portion 1 1 
of the introducer portion 12 and an outer portion of the core pin 24, the channel having 
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an entrance proximal 28 from the distal end of the introducer portion 12 via an opening 
in the introducer portion 12 (see fig. 5); and 

a pressure sensor (pressure monitoring device) 50, fluid communication with the 
distal end, adapted to provide a pulsation which can be sensed by an operator when the 
distal end is placed within a pulsating portion of the body (see col. 5, line 51 to col. 6, 
line 11). 

Claim 5 : Li teaches the distal end 32 of the introducer portion 1 2 is adapted to be 
positionable within a blood vessel 44 (see fig. 2). 

Claim 10 : Li teaches the pressure sensor comprises a pressure transducer 50/60. 
Claim 12 : Li teaches the introducer portion further comprises side hole 40 near a 
distal end 32 of the introducer portion 12 (see fig. 5). 

Claims 14 and 15 : Li teaches the opening lies a plane perpendicular/parallel to the 
longitudinal axis of the lumen (see fig. 3). 

4. Claims 1, 2, 5, 7, 10, 11, and 13-15 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Edwards et al, US 6,302,898 B1 (hereinafter referred to as Edwards). 
Claim 1 : Edwards teaches a system 1 0 to sense the location of a distal portion of a 
member within a body (position sensing mechanism) (see col. 3, lines 10-18), the 
system comprising: 

an introducer portion (sheath) 52 having a lumen 64 and distal end (not labeled) 
adapted to be placed within a body (see fig. 4b), the distal end having an opening (not 
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labeled) lying in a plane perpendicular to a longitudinal axis of the lumen (see figs. 4a 
and 4b); 

a pressure sensor (pressure sensor, not labeled), fluid communication with the 
distal end 34, adapted to provide a pulsation which can be sensed by an operator when 
the distal end 34 is placed within a pulsating portion of the body (see col. 7, lines 13-19, 
and col. 10, lines 1-11). 

Claim 2 : Edwards teaches the pulsation is visually displayed on a display (position 
monitor) 40 (see fig. la). 

Claim 5 : Edwards teaches the distal end of the introducer portion is adapted to be 
positionable within a blood vessel 36 (see fig. 4a). 

Claim 7 : Edwards teaches the system comprises at least two cavities (closure 
lumen) 18 and (guidewire lumen) 48 (see fig. 2). 

Claim 10 : Edwards teaches the pressure sensor comprises a pressure transducer 
(pressure sensor, not labeled) (see col. 10, lines 1-11). 

Claim 11 : Edwards teaches a core pin (elongate body) 12 with a channel (lumen, not 
labeled) (see fig. lb). 

Claims 13-15 : Edwards teaches the core pin 12 further comprises an opening 34 
at an entrance to the channel (see fig. 4b) and the opening 34 lies a plane 
perpendicular/parallel to the longitudinal axis of the lumen (see figs. 3b and 4b). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have, been obvious at the time the 
invention vms made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention vras made. 

5. Claims 3, 4, 6, 8, and 9 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Edwards et al, US 6,302,898 B1 (hereinafter referred to as Edwards). 

Claims 3. 4. 6. 8. and 9 : Edwards teaches other examples of a postion sensing 

mechanism, which include a pressure port and an electrical contact switch but not 

limited to these examples. Thus, Edwards would be capable of teaching the "pulsation 

visually displayed within a cavity," "pulsation causes a member to vibrate such that the 

vibration of the member can be sensed by touch" and "the pulsation causes a member 

to vibrate such that the vibration can be visually observed." At the time the invention 

was made, it would have been an obvious matter of design choice to a person of 

ordinary skill In the art to modify Edwards with the visual display mechanisms of claims 

3, 4, 6, 8, and 9 because the Applicant has not disclosed that the claimed visual display 

mechanism provides an advantage, is used for a particular purpose, or solves a stated 

problem. One of ordinary skill in the art, furthermore, would have expected Applicant's 

invention to perform equally well with the claimed visual display mechanisms because 

the Edwards technique of using a display is synonymous technique as the ones claimed 

for providing a visual display of the changing pressure at the tip of the introducer. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman. 11 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington. 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

6. Claims 1 -1 0 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-5 of U.S. Patent No. 
6,682,489 B1. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because both the present application and the copending 
application claim the same structure of an introducer and an assembly/pressure sensor. 
The only difference in the two applications is the function of the assembly/pressure 
sensor. The present application claims the pressure sensor senses fluid pulsation in 
the body and visually observable at the proximal end; and the copending application 
claims an assembly to observe a characteristic of blood at the proximal end. Thus, the 
present application is narrower in scope than the copending application. 
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7. Claims 1 and 1 1-17 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable overclaims 1-4 of 
copending Application No. 10/798,438. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because both the present application 
and the copending application claim the same structure of an introducer, pressure 
sensor, and/or core pin. The only difference in the two applications is the function of the 
pressure sensor. The present application claims the pressure sensor senses fluid 
pulsation in the body; and the copending application claims the pressure senses 
specifically blood pressure in the body. Thus, the present application is broader in 
scope than the copending application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should'be directed to Navin Natnithithadha whose telephone number is (571) 

272- 4732. The examiner can normally be reached on Monday-Friday, 8:00-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 

273- 8300. 



Application/Control Number: 10/798,784 



Page 9 



Art Unit: 3736 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Navin Natnithithadha 
Patent Examiner 
GAU 3736 
08 November 2005 



